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Preface

The document herein was produced by the Globa Harmonization Task Force, avoluntary
group of representatives from medica device regulaory authorities and the regulated indudtry.
The document isintended to provide nortbinding guidance for usein the regulaion of medica
devices, and has been subject to consultation throughout its devel opment.

There are no redtrictions on the reproduction, digtribution, trandation or use of this
document however, incorporation of this document, in part or in whole, into any other document
does not convey or represent an endorsement of any kind by the Globa Harmonization Task
Force.
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1.0 Introduction

The primary way in which the Globa Harmonization Task Force (GHTF) achievesits
gadsisthrough the production of harmonized guidance documents suitable for implementation
or adoption by member Regulatory Authorities, as gopropriate taking into account their existing
legd framework, or by nations with developing regulatory programmes.

This guidance document is one of a series that together describe a globd regulatory
model for medica devices. Its purposeisto assst amanufacturer to dlocate its medica device
to an gppropriate risk class usng a set of harmonized principles. Regulatory Authorities have the
respongbility of ruling upon maiters of interpretation for a particular medical device. Once
assigned, such dassfication will prescribe how the manufacturer will demondrate that its device
complies with other documentsiin the series and, in particular, with those entitled Essential
Principles of Safety and Performance of Medical Devicesand Labelling for Medical Devices
should it be required or requested so to do by a Regulatory Authority, Conformity Assessment

Body, user or third party.

This document should be read in conjunction with the GHTF document on Principles of
Conformity Assessment for Medical Devices that recommends conformity assessment
requirements gppropriate to each of the four risk classes proposed herein. The linked
devel opment of documents on dassification and conformity assessment are important to ensure a
conggtent gpproach across al countries/regions adopting the globd regulatory mode
recommended by the GHTF, so that premarket gpprova for a particular device may become
acceptable globdly. Regulatory Authorities who may have different dassfication procedures
are encouraged to adopt this GHTF guidance as the opportunity permits.

This document has been deve oped to encourage and support globd convergence of
regulaory sysems. It isintended for use by Regulaory Authorities, Conformity Assessment
Bodies and indudtry, and will provide benefits in establishing, in a congstent way, an economic
and effective gpproach to the control of medica devicesin theinterest of public hedth.

Regulatory Authorities that are deve oping dassfication schemes or amending exising
ones are encouraged to consider the adoption of the system described in this document, asthis
will help to reduce the diversity of schemes worldwide and facilitate the process of
harmonization.

The regulatory requirements of some countries do nat, a thistime, dign fully with this
guidance.

This guidance document has been prepared by Study Group 1 of the Globd
Harmonization Task Force (GHTF). Comments or questions about it should be directed to ether
the Chairman or Secretary of GHTF Study Group 1 whaose contact details may be found on the
GHTF web page.
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2.0 Scope

This document appliesto dl products that fall within the definition of amedica device
that gopears within the GHTF document Information Concerning the Definition of the Term
“Medical Device’, other than those used for the in vitro examination of gpecimens derived
from the human body.

3.0 References

GHTF final documents
SG1/N009 Labelling for Medical Devices
SG1/N012 Role of Sandards in the Assessment of Medical Devices.

SG1/N020 Essential Principles of Safety and Performance of Medical Devices

GHTF documents proposed for public comment

SG1/N011 Summary Technical Documentation for Demonstrating Conformity to the Essential
Principles of Safety and Performance of Medical Devices.

SG1/N029 Information Document Concerning the Definition of the Term ‘Medical Device'.

SG1/N041 Essential Principles of Safety and Performance of Medical Devices (including In
Vitro Diagnostic Devices).

SG1/N043 Labelling for Medical Devices (including In Vitro Diagnostic Devices).

GHTF working draft document not yet available for public comment
SG1/N040 Principles of Conformity Assessment for Medical Devices.

4.0 Definitions

Active implantable medical device: Any active medical device, together with any accessories for
its proper functioning, which isintended to be totdly or partidly introduced, surgicaly or
medicdly, into the human body or by medicd intervention into anaturd orifice, and which
isintended to remain after the procedure. (Source - European Directive 90/385/EEC — but
modified to include accessories)
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Active medical device: Any medicd device operation of which depends on a source of dectricd
energy or any source of power other than that directly generated by the human body or
gravity and which acts by converting this energy. Medica devices intended to tranamit
energy, substances or other dements between an active medica device and the patient,
without any sgnificant change, are not consdered to be active medicd devices. (Source -
European Directive 93/42/EEC)

Active therapeutical device: Any active medical device, whether used done or in combingtion
with other medica devices, to support, modify, replace or restore biologica functions or
dructures with aview to treetment or dleviation of anillness, injury or handicap. (Source -
European Directive 93/42/EEC)

Activedeviceintended for diagnosis: Any active medical device, whether used done or in
combinetion with other medica devices, to supply information for detecting, diagnosing,
monitoring or to support in treating physologica conditions, Sates of hedth, illnesses or
congenita deformities. (Source — based on European Directive 93/42/EEC)

Central circulatory sysem: For the purpose of this document, “centra circulatory system’
means the mgor internd blood vessds induding the following: pulmonary vens,
pulmonary arteries, cardiac veins, coronary arteries, common carotid arteries, cerebra
arteries, brachiocephdic artery, aorta, inferior and superior vena cava, rend arteries and
commoniliac arteries

Central nervous system: For the purpose of this document, “central nervous system' means brain,
meninges and spind cord. (Source - European Directive 93/42/EEC)

Duration of use
Trandent: Normdly intended for continuous use for less than 60 minutes
Short term: Normaly intended for continuoususe for between 60 minutes and 30 days.
Long term: Normadly intended for continuous use for more than 30 days.
NOTE: For the purpose of this document, continuous use means the uninterrupted actud use
of the device for the purpose intended by the manufacturer, except where the reason for
interruption isto replace afalling/failed device with one that has the same intended purpose
(e.g. replacement of aurinary catheter), where this should be regarded as an extension of
continuous use.

(Source - European Directive 93/42/EEC)

Harm: Physicd injury or damage to the hedlth of people or damage to property or the
environment. (Source— ISO/IEC Guide 51:1999)
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Hazard: Potentia source of harm (Source— ISO/IEC Guide 51:1999)

Immediate danger: A stuetion where the patient is at risk of ether losing life or an important
physologicd function if no immediate preventative measure is taken

Intended use/ purpose: Use of aproduct, process, or service in accordance with the
Specifications, indructions, and information provided by the manufecturer. (Source — 1SO
14971)

Invasive devices

Invasivedevice; A device, which, inwhole or in part, penetratesingde the body, ether
through a body orifice or through the surface of the body.

Body orifices Any naturd opening in the body, as well asthe externd surface of the
eyebd|, or any permanent artificid opening, such asasomaor permanent tracheotomy.

Surgically invasive device: Aninvasve device which penetrates ingde the body through
the surface of the body, with the ad or in the context of a surgical operation.

NOTE: Devicesother than those referred to in the previous subparagraph and
which produce penetration other than through an established body orifice, should betreated
assurgically invasive devices.

Implantable device: Any device, induding those thet are partialy or wholly absorbed,
whichisintended: -

» tobetotdly introduced into the human body or,
» toreplace an epithdiad surface or the surface of the eye,
by surgical intervention which isintended to remain in place after the procedure.

Any device intended to be partialy introduced into the human body through surgical
intervention and intended to remain in place after the procedure for at least 30 daysisaso
congdered an implantable device.

(Source - European Directive 93/42/EEC)

Life supporting or life sustaining: A devicethet isessentid to, or thet yields information thet
isessentid to, the retoration or continuation of abodily function important to the
continuation of humean life

M edical device: See GHTF guidance document: Information Concerning the Definition of the
Term“ Medical Device” (SGL/N029).

Reusable surgical instrument: Instrument intended for surgical use by cutting, drilling, sawing,
scratching, scraping, damping, retracting, dipping or Smilar procedures, without
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connection to any active medica device and which are intended by the manufacturer to be
reused after gppropriate procedures for cleaning and/or sterilisation have been carried out.
(Source - European Directive 93/42/EEC — minor modifications)

Risk: Combinetion of the probability of occurrence of harm and the severity of that harm.
(Source —1SO/IEC Guide 51:1999)

5.0 General Principles

Regulatory controls are intended to safeguard the hedth and safety of patients, users and

other persons by ensuring that manufacturers of medica devices follow specified procedures
during design, manufacture and marketing.

Therisk presented by a particular device depends substantialy on its intended purpose
and the effectiveness of the risk management techniques gpplied during design, manufacture and
use.

The GHTF guidance documents Essential Principles of Safety and Performance of
Medical Devicesand Labelling for Medical Devicesapply to all devices whatever their risk

class.

Regulatory controls should be proportiond to thelevel of risk associated with amedicd
device. Theleve of regulatory control should increase with increesing degree of risk, taking
account of the benefits offered by use of the device. At the same time, the imposition of
regulatory controls should not place an unnecessary burden on regulators or manufecturers.

Therefore:
thereis aneed to classify medicd devices based on thair risk to patients, users and
other persons, and
there is benefit for manufacturers and Regulatory Authorities if a globaly harmonized
classfication sysem is devel oped.

Therisk presented by adevice aso depends, in part, on the degree of innovationin a
device, itsintended use, itsintended user(s), its mode of operation, and/or technologies. In
generd, the dlassfication rules are intended to accommodate such innovations. Without
prejudice to these rules, Regulatory Authorities may wish to require the natification of new
devices being placed on the market in therr jurisdictions. Such natification may be used in
assessing the evidence requirements for use in the conformity assessment process. It may dso be
used to condder the need, if any, for possible re-dassfication and/or changesin these
harmonized dassfication rules
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6.0 Recommendations

6.1 Primary Recommendations

Regulatory Authorities should work towards the establishment of agloba
dasdfication system.

Such a system should be basad upon common features of existing nationd
requirements with the am of future convergence.

This sysem should congst of four risk dasses. Based on experience of GHTF
Founding Members, thisis aufficient to accommodate dl medicd devices and dlows
an efficent and graduated system of conformity assessment controls.

Theinitid determination of dass should be based on a st of rules derived from those
features of devicesthet cresterisk. In mogt casestheinitid rules based classfication
will dso bethefind dasdfication.

These rules should be sufficiently dear that manufacturers may reedily identify the
class of their medicd devices, subject, asrequired, to find classfication by the
Regulatory Authority.

The rules should be capable of accommodating future technologica developments.
The manufacturer should document its justification for placing its product into a
paticular risk dass, induding the resolution of any matters of interpretation where it
has asked a Conformity Assessment Body and/or Regulatory Authority for aruling.
Decisonson find dassfications, which deviate from theinitid rules based
cdassfication, should be we ghed againg the disadvantages of disharmonized
internationa classification.

6.2 Factorsinfluencing Device Classfication

A number of factors, including for example the duration of device contact with the body,
the degree of invasveness, whether the device ddivers medicines or energy to the petient,
whether they are intended to have abiologicd affect on the patient and locd versus systemic
effects (eg. conventiond ver sus absorbable sutures) may, done or in combination, affect device
dassfication.

Where more than one of the dlassfication rules gpplies to the medicd device, it should be
adlocated to the highest class indicated.

Where one medica device is intended to be used together with another medica device,
that may or may not be from the same manufacturer, (e.g. a physologica monitor and a separate
recorder, or agenerd purpose syringe and a syringe driver), the dassfication rules should gpply
separady to each of the devices.
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Classfication of an assamblage of medicd devicesthat individualy comply with dl
regulatory requirements depends on the manufacturer’ s purpose in packaging and marketing
such acombinationof separate devices. For example:

- If the combination results in a product thet isintended by the manufacturer to meet a
purpose different from that of the individua medica devices that makeit up, the
combination isanew medicd devicein its own right and should be dassified according to
the new intended use.

If the combination isfor the convenience of the user but does not change the intended uses

of theindividua medica devicesthat makeit up (eg. acustomised kit thet provides dl the
devices necessary to carry out aparticular surgica procedure) thereis no need to classify the
combination as awhole dthough the manufacturer may do soif it wishes

If one or more of the medica devicesthet isin the assemblage has yet to comply with dl the

relevant regulaory requirements, the combination should be dassfied as awhole according to

itsintended use.

Accessoriesintended specificaly by manufacturers to be used together with a* parent’
medica device to enable that medica device to achieve its intended purpose, should be subject to
the same GHTF guidance as gpplies to the medica device itsdf. For dassfication purposes an
accessory may be dassified asthough it isamedicd deviceinits own right.

While most software isincorporated into the medica device itsdlf, someisnot. Provided
such sanda one software fals within the scope of the definition for a* medica devicg, it should
be dassfied asfollows:

Whereiit drives or influences the use of a separate medicd device, it will have the same dass
asthe deviceitf.

Whereit isindependent of any other medica device, it isdassfied inits own right usng the
rulesin Section 8.0 of this document.

Every region and country hasto evauate new products in the context of their own hedlith
care system and experience with Smilar products and the context for use. Risk dassification
should be based not only on the characterigtics of the device and intended use, but dso the
context of the use in specific hedth care sysems. For example, introduction of a complex nove
technology in a country with little prior use of Smilar products may reguire higher risk
classfication.

Experience gained from the dinica use of aparticular type of medicd device may suggest
thet the rules gppearing in Section 8.0 of this document are ingppropriste. Current GHTF
procedures require that dl GHTF documents be reviewed a regular intervas. Such areview of

this document will provide any participant with an opportunity to suggest achange of text that,
in their opinion, will address any shortcoming.

The purpose of risk dassfication isto provide thet the regulatory controls gpplied to a
medica device proportionate to risk. Statutory conformity assessment authority provides
Regulatory Authorities methods to assure compliance with regulatory controls. At thistime,
conformity assessment requirements and other regulatory controls assigned to each class of

device by different Regulatory Authorities have yet to be harmonized and may vary. While
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Study Group 1 of GHTF continues to support and encourage regulatory harmonization, it

recognises that some Regulatory Authorities may have to reflect different local needs when they

introduce new regulations on dassfication, for example, in the gpplication of devices covered by
the Additiond Rules13to 16. Study Group 1 hopes any such differences will disgppear in the
course of time,

6.3 Proposed General Classification System for Medical Devices

Figure 1 indicatesthe four risk dasses of devices. The examples given arefor

illugtration only and the manufacturer must gpply the dassfication rules to each medicd device
according to its intended purpose.

Figure 1. Proposed general classfication system for medical devices

CLASS RISK LEVEL DEVICE EXAMPLES
A Low Risk Surgicd retractors/ tongue depressors
B Low-moderate Risk Hypodermic Needles/ suction equipment
C Moderate-high Lung ventilator / orthopaedic implants
Risk
D High Risk Heart vaves/ implantable defibrillator

Figure 2 shows aconceptud illustration of incressing levels of regulatory requirements
asthedevicerisk dassincreases. These regulatory controls may include, for example: -

The concept is expanded in the GHTF guidance document entitled Principles of

operation of aqudity sysem (recommended for dl devices);
documentation of clinical evidence to support the manufacturer’ sdams,

technicd daa

product testing using in-house or independent resources,
the need for and frequency of independent externd audit of the manufacturer’s quality

system; and

independent externd review of the manufacturer’ stechnica data

Conformity Assessment for Medical Devices.

November 17, 2003
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Figure2: Conceptual illustration of regulatory controlsincreasing with devicerisk class

Regulatory
requirements
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|
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|
|
|
|
1
|
1
| IN—
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______________ [
Device Class: A B C D

7.0 The Deter mination of Device Class using this Rules-based System

The manufacturer should:
1. Decideif the product concerned isamedica device, using the gppropriate definition.

NOTE: Medicd devicesthat are used for thein vitro examination of specimens derived
from the human body are not covered by the dassfication rules within this document (see
Scope).

2. Determinethe intended use of the medicd device

3. Takeinto condderation dl the rulesthet follow in order to establish the proper
dasdfication for the device, noting thet wher e a medical device has featuresthat place

it into mor e than one class, classfication and confor mity assessment should be based
on the highest classindicated.

4. Deeminethat the deviceisnot subject to specid nationd rules thet apply within a
particular juridiction.

NOTES: Once arules-based system has been adopted, modifications may occasionally
berequired. For example, where through post-market experience, aleve of risk for a
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type of medica device, dassfied using the criteriafound in this guidance document isno
longer gppropriate, consderation should be given to re-dassfication by a changeto the
rules

Smilarly, the historica knowledge of a device may necessitate a different dassthan the
one assgned by theinitid dassfication. Unlike the principle of redlassification after
post-market experience with adevice, this principle of historicad knowledge should be
gpplied immediady when the initid dassfication yidds an ingppropriate result.

Where specid nationd rules are gpplied, resulting in a device dass other than that
suggested by the present rules, then a different conformity assessment procedure may be
indicated. Thismay have an effect on the acceptability of such devicesfor free
movement in countries where these present rules have been adopted unless other, or
additiona, conformity assessment procedures are carried out.

8.0 Initial Classification Rules

The actud dassfication of each device depends on the precise daims made by the
manufacturer and on itsintended use. While the provision of examplesin the table that follows
is hdpful when interpreting the purpose of each rule, it must be emphasised that theactual
classification of a particular device must be congdered individualy, taking account of its
desgn and intended use.

Where amedica device has features that place it into more than one dass, conformity
assessment should be based on the highest dass indicated.

ILLUSTRATIVE EXAMPLESOF
DEVICESTHAT MAY CONFORM
WITH A RULE

» NON-INVASIVE DEVICES
1. All nonrinvasve devices aein Class Thee devices @ther do not touch the
A, unlessRule 2, 3 or 4 applies. patient or contact intact skin only.
Examples urine collection bottles,
compresson hogery; non-invesve
electrodes, hospital beds.
NOTE: Non-invasve devicesthat are
indirectly in contact with the body & can
influence internd physiologica processes
by storing, channdling or tresting blood,
other body liquids ar liquidswhich are
returned or infused into the body or by
generating energy thet isddivered to the
body are outside the scope of thisrule.

RULE

2. All non-invagve devices intended for
channelling or storing blood, body

Such devices are ‘indirectly invasve in
thet they channd or dore liquids that will
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liquids or tissues, liquids or gases for
the purpose of eventud infuson,
adminigration or introduction into the
body arein Class A,

eventudly be ddivered into the body (see
comment for Rule 1).

Examples adminigration setsfor gravity
infuson; syringes without nesdles

unlessthey may be connected to an
activemedicd devicein ClassB or a
higher dass, inwhich casethey are
ClassB;

Exanples syringes and adminigiration
stsfor infuson pumps, aneesthesa
breething drcuits

NOTE: “Connection” to an active device
covers those circumstances where the

safety and performance of the active
deviceisinfluenced by the nonactive
device and vice versa.
unlessthey areintended for use of Examples tubes used for blood
goring or channding blood or other transfusion.
body liquids or for soring organs, parts NOTE: insomejurisdictions, blood bags
of organs or body tissues, in which case have aspecid rulethat placesthem
they are Class B. within ahigher risk dass
3. All nortinvasve devices intended for Such devices are indirectly invaavein
modifying the biologicd or chemica that they treat or modify substances that

composttion of blood, other body
liquids or other liquids intended for
infuson into the body arein Class C,

will eventudly be ddivered into the body
(see comment for Rule 1). They are
normally used in conjunction with an
active device within the scope of ather
Rule9or 11.

Examples heemodidizers, devicesto
removewhite blood cells from whole
blood.

NOTE: for the purpose of this part of the
rule, ‘modification’ does not include
smple, mechanicd filtration or
centrifuging which are covered below.

unlessthe trestment conasts of
filtration, centrifuging or exchanges of
gasor of heet, inwhich casethey arein
ClassB.

Examples devicesto warm or cool

blood; devices to remove carbon dioxide;
particulate filtersin an extracorporid
areulaion system.

4. All non-invadve deviceswhich come
into contact with injured skin:

Devices covered by thisrule are
extremdy dam sengtive

- aeinClassA if they are intended to
be usad as amechanicd barier, for
compression or for aosorption of
exudates,

Exanples smple wound dressngs
cotton wool.

unlessintended to be used principdly
with wounds which have bresched the
dermis and can only hed by secondary
intent, in which case they arein Class

C.

Devices used to treat wounds where the
ubcutaneoustissue is as leest partialy
exposed and the edges of thewound are
not sufficiently close to be pulled
together. The device manufacturer
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damsthat they promote heding through
physica methods other than providing a
barrier arein Class C.

Examples dressngs for chronic ulcerated
wounds, dressingsfor severe burns.

- aeinClassB indl other cases,
induding devices principdly intended
to manage the microenvironment of a
wound.

Examples non-mediicated impregnated
gauze dressngs.

> INVASIVE DEVICES

5. All invaave devices with respect to
body orifices (other than those which
areaurgicdly invasve) and which:

a) are not intended for connection to an
active medicad device or

b) areintended for connection to a Class
A medicd device

Such devices are invagve in body
orifices (refer to definition) and are not
aurgicdly invasve. Devicestend to be
diagnogtic and thergpeutic instruments
used in ENT, ophthamology, dentigtry,
proctology, urology and gynaecology.
Classfication depends on the time of
invasion and the sengtivity (or
vulnerahility) of the orificeto such
invason.

- aeinClassA if they areintended for
trangent use;

Examples dentd impresson materids
examination gloves enemadevices

- arein ClassB if they are intended for
short-term use:

Examples contact lenses, urinary
catheters, trached tubes.

unlessthey are usad in the ord cavity as
far asthe pharynx, in an ear cand up to
the ear drumor inanasa cavity, in
which casethey aein Class A,

Examples denturesintended to be
removed by the patient; dressings for
nose bleeds.

- aeinClassCif they areintended for
long-term use

Exanple urethra stent; contact lenses
for long-term continuous use (for this
device, removd of thelensfor deaning
or maintenance is considered as part of
the continuous use).

unlessthey are used in the ord cavity as
far asthe pharynx, in an ear cand upto
the ear-drum or in anasd cavity and are
not liable to be absorbed by the mucous
membrane, in which casethey arein
ClassB.

Examples orthodontic wire, fixed dental
prosthesis.

All invaave devices with respect to
body orifices (other than thase which
areaurgicdly invasve) that are
intended to be connected to an active
medicd devicein Class B or ahigher

Examples trached tubes connected to a
ventilator; suction catheters for somech
drainage; dental aspirator tips.

NOTE: independent of thetime for
which they areinvasive
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dass aein Class B.

6. All surgicaly invaave devices
intended for trandent use arein Class B,

A mgority of such devicesfdl into three
maor groups. those that creete a conduit
through the kin (e.g. syringe needles,
lancets), surgicd indruments (eg. Sngle-
use scapds surgicd seplers surgicd
goves dngle-use aortic punch) and
various types of catheter /sucker etc.
NOTE: asurgicd insrument (other then
thosein ClassD) isin Class A if reussble
and in Class B if supplied gerileand
intended for Sngle use. Also, asurgicd
instrument connected to an active device
isinahigher dassthan A.

NOTE: if the device incorporates a
medicind substance in a secondary role
refer to Rule 13,

unlessthey are reusable surgica
indruments, in which casethey arein
ClassA;

Examples Manudly operated surgical
drill bitsand saws.

unlessintended to supply energy inthe
form of ionizing rediaion, in which
casethey aein ClassC;

Example: catheter incorporating/
containing sedled radioi sotopes.

unlessintended to have abiologica
effect or be wholly or mainly absorbed,
inwhich casethey arein Class C;

NOTE: the‘biologicd effect’ referred to
isan intended one rather than
unintentiona. Theterm ‘ absorption’
refersto the degradation of amaterid
within the body and the metabolic
dimination of the resulting degradation
products from the body.

unlessintended to administer medicines
by means of addivery system, if thisis
donein amanner thet is potentialy
hazardous taking account of the mode
of application, inwhich they arein
ClassC.

Example: insulin pen for sdif-
adminidration.

NOTE: theterm ‘adminidration of
medicines implies sorage and/or
influencing the rate’volume of medicine
ddivered not just channdling. Theterm
‘potentidly hazardous manner’ refersto
the characterigtics of the device and not

the competence of the user.
unlessintended eaficdly to Exanples angioplasty balloon catheters
diagnose, monitor or correct a defect of and related guide wires; dedicated
the heart or of the centra dirculaory disoosable cardiovascular surgica
system through direct contact with these ingruments.

parts of the body, in which casethey are
inClassD.

7. All surgicdly invaave devices

Such devicesare modly used inthe
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intended for short-tarm use arein Class
B,

context of surgery or post- operdive care,
or areinfusion devices, or are catheters of
various types.

Examples damps infuson cannulag;
temporary filling materias non
absorbable skin closure devices, tissue
dabilisers used in cardiac surgery.
NOTE: indudes devicesthat are used
during cardiac surgery but do not monitor
or correct adefect.

NOTE: if the device incorporates a
medicina substance in asecondary role
refer to Rule 13.

unlessthey areintended to administer
medicines, inwhich casethey arein
ClassC;

NOTE: theterm ‘adminigration of
medicines implies gorage and/or
influencing the ratevolume of medicine
delivered not just channdlling.

unlessthey are intended to undergo
chemica changein the body (except if
the devices are placed in the teeth), in
which casethey arein Class C;
unlessthey areintended to supply
energy in theform or ionizing radiation,
inwhich casethey arein ClassC;

Example surgicd adhesve.

Example brachytherapy device.

unlessthey areintended to have a
biologicd effect or to bewholly or
mainly absorbed, in which case they are
inClassD;

Example absorbable suture; biologica
adhesve

NOTE: the‘biologicd effect’ referred to
IS an intended one rether then
unintentiona. Theterm “absorption’
refersto the degradation of amateria
within the body and the metabolic
dimination of the resulting degradation
products from the bodly.

unlessthey areintended ecificaly for
usein direct contact with the centrd
nervous system, in which casethey are
inClassD;

Example neurologica catheter.

unlessthey areintended specificdly to
diagnose, monitor or correct adefect of
the heart or of the centra circulaiory
system through direct contact with these

parts of the body, in which casethey are
inClassD.

Exanples cardiovascular catheters,

temporary pacemaker leads, carotid
atery shunts.

8. All implantable devices, and long-term
aurgicaly invasve devices, aein Class
C,

Mog of the devices covered by thisrule
areimplants used in the orthopaedic,
dental, ophthamic and cardiovascular
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fidds

Example: maxilla-facid implants;
prosthetic joint replacements; bone
cement; non-absorbable internd sutures;
posts to secure teeth to the mandibula
bone (without a bioactive coating).
NOTE: if the device incorporates a
medicind substance in a secondary role
refer to Rule 13.

unlessthey are intended to be placed
into the teeth, in which case they arein
ClassB;

Examples bridges, crowns, dentd filling
maerids

unlessthey areintended to beused in
direct contact with the heart, the centra
crculatory sysem or the centra
nervous system, in which casethey are
inClassD;

Examples prosthetic heart vaves, spind
and vascular gents.

unlessthey are intended to belife
supporting or life suganing, in which
casethey arein ClassD;

unlessthey are intended to be active
implantable medicd devices, inwhich

Example pacemakers, their electrodes
and thelr leeds, implantable defibrillators

casethey are Class D; _ _
unlessthey areintended to have a Example: implants daimed to be
biologica effect or to be whally or bicactive.

mainly absorbed, in which case they are
in ClassD;

NOTE: hydroxy-agpatite is congdered as
having bidlogicd effect only if so

clamed and demongtrated by the
manufacturer.

unlessthey are intended to administer
medicines, in which casethey arein
ClassD;

Example rechargesble non-active drug
Odivery sysem.

unlessthey are intended to undergo
chemicd changein the body (except if
the devices are placed in the teeth), in
which casethey arein Class D.

NOTE: bone cement is not within the
soope of the term ‘ chemical changeinthe

body’ snce any change takes placein the
ghort rather than long term.

unlessthey are breagt implants, in which
caethey arein ClassD.

» ACTIVE DEVICES
9. All active thergpeuticd devices Such devicesaremodlly dectricdly
intended to administer or exchange powered equipment used in surgery;
energy arein ClassB, devices for specidised trestment and
some dimulators.

Examples muscle gimulators TENS
devices, powered denta hand pieces,
hearing alds, neonatal photothergpy
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equipment; ultrasound eguipment for
physothergpy.

unlessther characteridics are such that
they may adminigter or exchange energy
to or from the human body ina
potentialy hazardous way, induding
lonizing radigtion, taking account of the
nature, the dengity and Ste of gpplication
of the energy, in which casethey arein
ClassC.

Examples lung vertilators, baby
incubators, eectrosurgica generators,
external pacemakers and defibrillators,
aurgicd lasers lithotriptors, thergpeutic
X-ray and other sources of ionizing
rediation.

NOTE: theterm ‘potentidly hazardous
refersto the type of technology involved
and the intended application.

All active devices intended to control or
monitor the performance of active
thergpeutica devicesin ClassC, or
intended directly to influence the
performance of such devices arein
ClassC.

Exanples externd feedback systems for
active thergpeutica devices.

10. Active devicesintended for diagnods
aeinClassB:

- if they areintended to supply energy
which will be absorbed by the human
body (except for devices used soldy to
illuminate the patient's body, with light
inthe visble or near infra-red spectrum,
inwhich casethey are Class A), or

Such devices indude equipment for
ultrasonic diagnog simaging, capture of
physologicd sgnds, interventiona
radiology and diagnodtic radiology.
Examples magnetic resonance
equipment; diagnodic ultrasound in nort
critical applications; evoked response
dimulaors.

- if they are intended to image invivo

Example gammalnuclear cameras

digtribution of radiopharmaceuticals, or
- if they areintended to alow direct Exanple eectronic thermometers,
diagnosis or monitoring of vitd stethoscopes and blood pressure

physiologica processes,

monitors, eectrocardiographs.

unlessthey are spedificaly intended
for:

& monitoring of vitd physologica
parameters, where the nature of
variationsis such that it could result in
immediate danger to the patient, for
indance varidionsin cardiec
performance, respiration, activity of
centrd nervous system, or

b) diagnosngin dinicd gtuaions
where the patient isin immediate
danger,

inwhich casethey arein Class C.

Example. monitorgadarms for intensve
care; biologica sensors; oxygen
Saturation monitors, gpnoea monitors.

Example ultrasound equipment for usein
interventiond cardiac procedures.

Adtive devices intended to emit ionizing

Example: diagnogtic X-ray source;
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radiation and intended for diagnogtic
and/or interventiondl radiology, induding
devices which control or monitor such
devices, or those which directly influence
their performance, arein Class C.

devicesfor the control, monitoring or
influencing of the emisson of ionizing
rediation.

11. All ative devices intended to
adminiger andlor remove medicines,
body liquids or other substances to or
from the body arein Class B,

Such devicesare mostly drug delivery
systems, or anaesthesia equipment.
Examples feeding pumps jet injectors.

unlessthisisdonein amanner that Is
potertidly hezardous, taking account of
the nature of the substances involved, of
the part of the body concerned and of the
mode of gpplication, in which casethey
aeinClassC.

Examples infuson pumps; aneesthesa
equipment; diayss equipment;
hyperbaric chambers.

12. All other active devicesarein Class
A.

Examples examination lamps, surgical
microscopes, powered hospital beds &
whedchars, powered equipment for the
recording, processing, viewing of
diagnodtic images, dentd curing lights.

» ADDIT

IONAL RULES

13. All devicesincorporaing, asan
integrd part, a substance which, if usad
separaely, can be consdered to bea
medicind product, and whichisligbleto
act on the humean body with action
andllary to that of the devices arein
ClassD.

These devices cover combination devices
that incorporate medicina subgtancesina
secondary role.

Examples: antibictic bone cements
heparin-coated catheters, wound
dressings incorporating antimicrobia
agents to provide andillary action on the
wound.

14. All devices manufactured from or
incorporating animal or human
cdldftissues/derivatives thereof,
whether viable or nontviable,
aeClassD,

NOTE: Insomejuridictionssuch
products:

are consdered to be outsde the scope
of the medica device ddfinition;

may be subject to different controls.

It islikely the regulaions controlling
these devices will be the subject of future
harmonization efforts.

Examples porcine heart valves, catgut
sutures.

unless such devices are manufactured
from or incorporate non viebleanimd
tissues or their derivatives thet comein
contact with intact skin only, where they
aein ClasA.

Examples lesther components of
orthopaedic appliances.

15. All devicesintended specificadly to

Examples dignfectants intended to be
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be used for disinfecting or gerilisng used with medical devices, washer

mediicd devicesarein Class B, disinfectors.

NOTE: Thisrule does not goply to
productsthat are intended to clean medica
devices other than contact lenses by means
of physicd action eg. washing machines
unlessthey areintended specificaly to Examples contact lens solutions.

be used for disinfecting, deaning, rindng | NOTE: In somejurisdictions solutions
or, when appropriate, hydrating contact | for use with contact lenses.

lenses, in which casethey areinClassC. | - are considered to be outside the scope
of the medica devices definition;
- may be subject to different controls
16. All devices used for contraception or | Examples condoms; contraceptive
the prevention of the transmission of digphragms.
sexudly tranamitted diseeses aein Class
C,

unlessthey areimplantable or long-term | Exanple: intrauterine contraceptive
invasive devices, in which casethey are | device.
in ClassD.

Dedison tressillugrating how these rules may be used to classify specific devicesare
shown in Appendix A.

8.1 Rationalefor theincluson of the Additional Rulesinto this document

There areasmdl number of products thet fal within the scope of the definition of a
medica device and which may need to be classfied to take account of factors other than those
covered by the risk-based rules (Rules 1 to 12). For the understanding of those countries thet are
not Founding Members of GHTF, it isfdt important to offer guidance on the classfication of
such devices (see Clause 6.2, above). Therefore, four Additional Rules are provided (Rules 13 to
16).

Mattersthat may need to be consdered are: -

Rule 13: Devicesincorporating amedicind product
The regulations gpplying to medicind products require
different acceptance procedures to those for medical devices.
The behavior of amedicind product used in conjunction with a
medica device may differ from that covered by its gpproved

useasamedicineadone.
The public perception of possble risks associated with such
devices demands a high dassification.
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Rule 14: Devicesincorporating anima or human tissues
Thereisan absence of globd regulatory controlsfor such
devices.
Classfication needsto acknowledge the many different ethica
and rdligious cultures throughout the world have an opinion on
such devices.
- The public perception of possble risks associated with such
devices paticulaly after the problems caused by Bovine
Spongiform  Encephdopathies (BSE) and  Creutzfeldt-Jacob
disease (CJID), demands a high dassfication.
Rule 15 Dignfectants
The particular concerns rdding to those dignfectants that are
ussd with contact lenses due to sengtivity and vulnerability of
theeye.
Rule 16 Contraceptive devices
- Therisks associated with unwanted pregnancy if caused by
mechanicd failure of the device
The need to safeguard public hedth through the use of condoms
to reduce the prevalence of sexualy tranamitted diseases.
Public expectation that contraceptive devices are perfectly
reliable and safe despite published data to the contrary.
High politica profile of these devicesin assuring the protection
of public hedth
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Appendices
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Appendix A: Decision treesto demonstrate how the rules may be used to
classify specific devices.

NON-INVASIVE DEVICES

Rulel
Norntinvasive devices
other than thosewhere
Rules 2, 3, or 4 apply

Rule3
Modify biological or
chemical composition of blood
/' body liquids/ other liquids
intended for infusion

Rule4
I'n contact with
injured skin & act as
amechanical barrier or
to absorb exudates only

Rule2
Channeling or
storing liquids

for eventual
administration

Only filtration,
centrifugation or
exchange of gasor heat

Class Intended for wounds which
B breach dermisand heal
by secondary intent only

Class
C
For usewith blood, May be connected to
other body fluids, an active medical device
organs, tissues in ClassB or higher OTHERWISE
Class Class
B B All other devices

including management of
micro- environment
of wound

Class
B

NOTE: thisdiagram and thosethat follow arefor illustrative pur poses only and the
determination of risk classfor a particular device should be made by referring to therules
themsdalves and not the decision trees. Where a medical device hasfeaturesthat placeit

into mor e than one class, confor mity assessment should be based on the highest class
indicated.
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Rule 5
Invasive through body

orificeor stoma
(not surgically)

INVASIVE DEVICES

UNLESS

Transient use

Short term use

Longterm use

Ifonlyinoral

4

cavity, ear canal
or nasal cavity
& not likely to
be absorbed by
UNLESS mucous
membrane
Class
B
Connected
to an active
. medical device
prnlyln oral of Class B
cavity, ear canal .
. or higher
or nasal cavity
Class C'é"ss
A

Rule 6
Surgically invasive
- transient use

Reusable
surgical instrument

Class
A

Suppliesenergy as
ionizing radiation

Class
C

Biological effect
or mainly absorbed

Class
C

Administersmedicines
in a potentially
hazar dous manner

Class
C

Diagnose, monitor or correct
- defect of heart or
central circulatory system
& in direct contact
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INVASIVE DEVICES (continued)

Rule 7
Surgically invasive
- short term use

UNLESS

41

| Administersmedicines

Class
C

UNLESS

Undergoes chemical
changein the body

(excluding teeth)

Suppliesionizing
radiation

Class
C

Class
C

Rule8
Surgically invasive
- long term use/ implant

Placed in the teeth

@

Direct contact with the heart,
central nervous system or
central circulatory system

Class
D

Life supporting or
life sustaining

Activeimplants

Biological effect
or mainly absorbed

Class
D

Direct contact
with the central
nervoussystem

Class
D

Class
D

Diagnose, monitor or correct
- defect of heart or
central circulatory system
& in direct contact

Class
D

Biological effect
or mainly absorbed
medicines

Class
D
Class
D

Under goes chemical change
in the body (excluding teeth)

@

Administers

Breast implants
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ACTIVE DEVICES

Rulel0
Active diagnostic
devices intended

to allow direct
diagnosis/ monitoring
of vital signs

ule9
Active therapeutic
devicesintended to
administer or
exchangeener gy

Rule 11
Activedeviceto
administer or
remove medicines
& other
substances
from the body

Suppliesenergy
that is absorbed
Class
B
UNLESS
UNLESS
ﬁ Ina
For illumination only potentially
hazardous
Class manner
A
Class
C

Intended to image
invivo radiopharmaceuticals

UNLESS

Class
B

Used to administer /

(if,xcfzﬁrng; ig?,?;%; Whe.re'patient.isi or could be,
radiation) in immediate danger
. in a potentially
hazar dous way, Class
including active devices c

to control, monitor
or directly influence
their performance

Diagnostic and/or interventional
radiology devicesincluding

Class their controls & monitors
C
Class
C
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ADDITIONAL RULES

Rule 13
Device incorporating
integral medicinal
substance/ product
which has
ancillary action

Rule 14
Device manufactured
from or incor porating
human or animal
tissues, cellsor
derivatives thereof

UNLESS

Non-viable animal
tissues or
derivatives thereof
& in contact with
intact skin only

Rule 15
Device specifically
for disinfection or
sterilisation of
medical devices

UNLESS

Specifically for
disinfecting, cleansing,
rinsing or hydrating
of contact lenses

Class
C

Rulel6
Device used for
contraception or

prevention of
sexually
transmitted diseases

UNLESS

Implantableor
long-terminvasive

Class
D
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